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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the.subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1, 2, 7-9, 14, 15, 29-33 and 41-43 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 6,1 17,147 to Simpson et al. in view of US 2001/0044631 
A1 to Akin et al. 

As to claims 1, 2 and 7, Simpson still discloses a device for creating an end-to- 
side anastomosis (col: 1, lines 6-9), including a body 18 fabricated from a sponge 
material. Body 18 is viewed as a sponge because it is formed from a polymer material 
that is impregnated with a liquid drug (col. 3, lines 17-24), which meets the Applicant's 
definition (and the common definition) of a sponge. 

Simpson also teaches a disk-shaped body 18 having an opening (as shown in 
the figure below) that is configured to contact an outer surface of graft 10 (at the 
location shown in the figure below); wherein a first securing means secures graft 10 to 
the opening (securement means could easily be friction fit since graft 10 is contacting 
the inner surface of the opening) and a second securing means (glue; col. 4, lines 18- 
23) for securing a portion of the second vessel (aorta) to an outer surface of body 18 
(the lower portion of the body). 
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Simpson's sponge material is not resorbable, but Akin teaches that the 
advantage of having a sutureless anastomotic fitting be resorbable is that when it 
disintegrates, a healed/completely physiologic anastomosis is left behind having no 
foreign body to contend with the human body's natural functioning (paragraph [0128]). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of the invention to form Simpson's sutureless anastomosis disc out of a resorbable 
material in order to allow the vessel junction to heal normally and to be free from any 
foreign bodies or substances, as taught by Akin. 

As to claim 8, Simpson discloses attaching a graft vessel "to a side wall of a 
target vessel at an opening in the side wall" with glue (col. 1, lines 6-8). Therefore, the 
glue will be at and around the opening of the side wall of the target vessel. 

As to claim 9, the adhesive is applied to the surface of disk-shaped sponge 18 
and will necessarily fill in the interstices of the polymer. 

As to claims 14 and 15, Simpson discloses impregnating. the polymer with an 
anastomosis modulating agent (col. 3, lines 18-23). 
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As to claims 29-31 , 33 and 41 , Sirppson teaches the method of using the device 
14 for anastomosis; wherein a portion of the first vessel is attached to the body 18/16, 
wherein the body is viewed as a sponge (see the rejection to claim 1 ); wherein the body 
has an opening that receives the outer surface of the first vessel, the body further 
having an outer surface that is configured to contact/attach/align to a hole in the outer 
surface of the aorta; and creating an anastomosis within the body (see rejection to claim 
1 and figure above). 

As to claim 32, Simpson shows holes that are still formed after the second 
portion of the second vessel is attached to the body. 

As to claims 42 and 43, Fig. 6 shows that blood will flow through both of the 
anastomosed vessels, as Simpson's cuffs are intended to join two vessels together 
within the human vascular system. 

3. Claims 4, 5, 38 and 39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Simpson et al. in view of Akin et al., and in further view of US 
6,01 9,788 to Butters et al. 

Simpson teaches securing the opening to a portion of the first vessel by sliding 
the device over the first vessel. Thus, the device is secured to the first vessel via 
friction fit. Simpson is silent with regards to an adhesive securing the first vessel to the 
device. However, Butters teaches a similar device that is used to secure a first vessel 
to a second vessel; wherein adhesive is used to secure the outer surface of the first 
vessel to the inner surface of an opening in the device (col. 7, lines 32-38). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
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made to modify the device and method of Simpson to include adding an adhesive to 
secure an outer surface of the first vessel to the inner surface of the opening because it 
would reinforce the anastomosis and help prevent the first vessel from detaching from 
the second vessel. 

4. Claims 6 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Simpson et al. in view of Akin et al., and in further view of US 2002/0065545 A1 to 
Leonhardt et al. 

The above combination of Simpson/Akin discloses all of the claimed features of 
the invention (as detailed above), including gluing between body 18 and graft vessel 10. 
However, the modified Simpson invention fails to disclose using a balloon catheter to 
urge the outer surface of graft vessel against body, compressing the adhesive between 
them. However, Leonhardt disclose a graft vessel 24 and a body (10, aorta) and 
discloses inserting and expanding a balloon inside of graft vessel in order to urge the 
outer surface of the graft vessel against body 10 to sandwich the adhesion (glue, 56) 
therebetween (paragraphs [0027, 0028, 0030, 0060, 0083]; Figs. 1, 9d, 10a). 
Leonhardt teaches that one should use a balloon catheter in order to secure the outside 
surface of graft vessel ("spring means" 26 specifically and member 24 generally) to the 
interior surface of body (10) (paragraph [0030], last sentence). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of the invention to employ 
a balloon catheter to better secure vessel (10) to body (18), sandwiching adhesive 
therebetween, as taught by Leonhardt, because a balloon catheter expands the inner 
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member towards the outer member and will cause them to touch and be secured to 
each other by glue. 

Response to Arguments 

5. Applicant's arguments filed 2/10/06 have been fully considered but they are not 
persuasive. 

The applicant argued that Simpson fails to teach a body that receives and 
contacts-an outer surface of first or second vessel a recited in claims 1 and 20. This is 
not persuasive because as stated in the rejections above and shown in the figure 
above, Simpson teaches a body 18 that has an inner surface that defines an opening 
and receives an inner surface of the first vessel. The outer surface of body 18, as 
shown in the figure above, is also in contact with the outer surface of the aorta. Thus, 
the outer surface of body 18 receives the outer surface of the aorta. 

With regards to the Simpson reference allegedly teaching away from using a 
resorbable material, this argument is not persuasive. Simpson merely states the 
various known connectors in the art and does not disclose that his reference will not be 
enabled with a resorbable material. Furthermore, the arguments for desiring a 
resorbable material between an "intravascular" and "extravascular" device is not 
persuasive since it would also be beneficial to make a resorbable extravascular device 
as it would allow the device to be absorbed into the body over time without requiring an 
additional surgery to remove said device. 
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6. Applicant's arguments with respect to claims 4, 5, 38 and 39 have been 
considered but are moot in view of the new ground(s) of rejection. The new grounds of 
rejection were necessitated by the amendments to the independent claims. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will. the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571 ) 272- 
4695. The examiner can normally be reached on M-F (7:30-4:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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